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DETAILED ACTION 

This office action is in response to the communication filed on 07/05/2007. 
Applicant's amendment filed on 07/05/2007, added nevy claim 18. 
Currently, claims 16-18 are pending. 

Applicants arguments have been fully considered, and found persuasive. The 
rejection of claims 16-17 under 35 U.S.C. 112, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one skilled in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention is herein withdrawn. 

Applicant's arguments have been fully considered, and found persuasive. The 
rejection of claims 16-17 under 35 U.S.C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant 
regards as the invention is herein withdrawn. 

Applicants arguments have been fully considered, but not found persuasive. The 
rejection of claim 16 under 35 U.S.C. 103(a) as being unpatentable over Maeda et al. 
(5,747,495, PTO-892), in view of Ward (Lancet 1988, 352, pages 670-671, PTO-892) is 
MAINTAINED. See under response to arguments. 

Applicant's arguments have been fully considered, but not found persuasive. The 
rejection of claim 16 under 35 U.S.C. 103(a) as being unpatentable over Baldwin et al. 
(4,032,522, PTO-892), in view of Ward (Lancet 1988, 352, pages 670-671, PTO-892) is 
MAINTAINED. See under response to arguments. 
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Applicant's arguments have been fully considered, but not found persuasive. The 
rejection of claims 16-17 under 35 U.S.C. 103(a) as being unpatentable over Nakamoto 
et al. (EP 0 337 350, PTO-1449), in view of Ward (Lancet 1988. 352, pages 670-671, 
PTO-892) is MAINTAINED. See under response to arguments. 

Applicants amendment necessitated the new ground(s) of rejection presented in 
this Office action. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been 
obvious at the time the invention was made to a person having ordinary skill In the art to. 
which said subject matter pertains. Patentability shall not be negatived by the manner in 
which the invention was made. 

Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Maeda 
et al. (5,747,495, PTO-892), in view of Ward (Lancet 1988, 352. pages 670-671, PTO- 
892). 

Maeda et al. discloses a method of treating hypertension comprising 
administering to a patient in need thereof a therapeutically effective amount of a uric 
acid lowering agent, a xanthine oxidase inhibitor, 4-amino-6-hydroxypyrazoloI [3,4- 
djpyrimidine (AHPP). See abstract; column 2, lines 11-13; column 6, Example 9, claim 
1. For oral administration of AHPP, the effective antihypertensive amount is 100-9000 
mg/day/adult patient. See column 2, lines 63-65. It is also taught that uric acid 
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production was inhibited by AHPP in a dose dependant manner. See column 4, 
Example 5. 

Maeda et al. do not explicitly teach the administration of a therapeutically 
effective amount of xanthine oxidase inhibitor to achieve a uric acid level in the patient 
of 4 to 6 mg/dl in treating hypertension. 

Ward teaches that uric acid is a risk factor for hypertension associated morbidity 
and mortality. See page 670, left hand column bottom paragraph-right hand column, line 
9. It is also taught that hypertensive people with serum uric acid levels of 5.0-6.9 mg/dL 
had a significantly higher risk for both heart attack, and stroke. 

It would have been obvious to a person of ordinary skill in the art to determine 
the optimal parameters such effective amounts of xanthine oxidase inhibitor needed to 
achieve desired results i.e uric acid level in the patient of 4 to 6 mg/dl, because 1) 
Maeda et al. teaches that uric acid production was inhibited by xanthine oxidase 
inhibitor, AHPP in a dose dependent manner, and 2) the optimization of amounts of 
known agents to be administered to achieve a desired effect, is considered well in the 
competence level of an ordinary skilled artisan in pharmaceutical science, involving 
merely routine skill in the art. One of ordinary skill in the art at the time of invention 
would have been motivated to optimize the amount of xanthine oxidase inhibitor with 
reasonable expectation of obtaining uric acid levels of 5.0-6.9 mg/dL in treating 
hypertension because Ward teaches that hypertension is associated with serum uric 
acid levels, and uric acid levels of 5.0-6.9 mg/dL had a significantly higher risk for both 
heart attack, and stroke. 
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Furthermore, it is noted that "[W]here the general conditions of a claim are 
disclosed in the prior art, it is not inventive to discover the optihnum or workable ranges 
by routine experimentation." In re Aller, 220 F.2d 454.456, 105 USPQ 233,235 (CCPA 
1955.) Maeda et al. also exemplifies that uric acid production was inhibited by AHPP in 
a dose dependent manner. 

Response to Arguments 

Applicant's arguments have been fully considered, but not found persuasive as 
discussed below. 

Maeda et al. teaches a method of treating hypertension by administering a 
xanthine oxidase inhibitor, AHPP in an amount of 100-9000 mg/day. It is also taught 
that the uric acid production was inhibited by AHPP, i.e AHPP has the property of 
reducing uric acid levels when administered to a patient in the method of treating 
hypertension. Accordingly, it would have been obvious to a person of ordinary skill in 
the art to determine the optimal parameters such as effective amounts of xanthine 
oxidase inhibitor needed to achieve desired results i.e uric acid level in the patient of 4 
to 6 mg/dl, because Maeda et al. teaches administration of AHPP in the method of 
treating hypertension, and also teaches that uric acid production was inhibited by 
xanthine oxidase inhibitor, AHPP in a dose dependent manner. Further, the optimization 
of amounts of known agents to be administered to achieve a desired effect, is 
considered well in the competence level of an ordinary skilled artisan in pharmaceutical 
science, involving merely routine skill in the art. Thus, the methods as taught by Maeda 
et al. necessarily result in reducing uric acid levels as recited in the claims, when the 
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amounts of AHPP to be administered are modified or optimized to acliieve desired 
therapeutic effects i.e treat hypertension effectively. Note that applicant acknowledges 
that uric acid was known as a possible risk factor for hypertension, and Ward teaches 
that uric acid is a risk factor for hypertension associated morbidity and mortality. 

Further, it is pointed out that xanthine oxidase inhibitor, inhibits the conversion of 
xanthine to uric acid i.e xanthine oxidase inhibitor when employed for treating 
hypertension reduces uric acid levels in the patient. Maeda et al. also exemplifies that 
uric acid production was inhibited by xanthine oxidase inhibitor AHPP in a dose 
dependent manner. Thus, the methods as taught by Maeda et al. necessarily result in 
reducing uric acid levels as recited in the claims, when the amount of AHPP are 
modified to achieve desired therapeutic effects. 



Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 1 02 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made- 



Claim 16 is rejected under 35 U.S.C. 103(a) as being unpatentable over Baldwin 
et al. (4,032,522, PTO-892), in view of Ward (Lancet 1988, 352, pages 670-671, PTO- 



892). 
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Baldwin et al. discloses a metliod of reducing uric acid in a patient by 
administering xanthine oxidase inliibitors, trifluoromethylimidazoles. See abstract; 
column 2. It is also disclosed that the compounds therein are anti-hyperuricemic agents-, 
and exhibit anti-hypertensive activity. See column 5, lines 36-45; column 6, lines 5-52. 
The compounds therein are administered in an amount of 100-800 mg per day. See 
column 11, lines 50-54. 

Baldwin et al. do not specifically teach the administration of a therapeutically 
effective amount of xanthine oxidase inhibitor to achieve a uric acid level in the patient 
of 4 to 6 mg/dl in treating hypertension. 

Ward teaches that uric acid is a risk factor for hypertension associated morbidity 
and mortality. See page 670, left hand column bottom paragraph-right hand column, line 
9. It is also taught that hypertensive people with serum uric acid levels of 5.0-6.9 mg/dL 
had a significantly higher risk for both heart attack, and stroke. 

It would have been obvious to a person of ordinary skill in the art to determine 
the optimal parameters such effective amounts of xanthine oxidase inhibitor needed to 
achieve desired results i.e uric acid level in the patient of 4 to 6 mg/dl, since the 
optimization of amounts of known agents to be administered, is considered well in the 
competence level of an ordinary skilled artisan in pharmaceutical science, involving 
merely routine skill in the art. One of ordinary skill in the art at the time of invention 
would have reasonably expected to treat hypertension by modifying the effective 
amounts of xanthine oxidase inhibitor to achieve desired uric acid levels because Ward 
teaches that hypertension is associated with serum uric acid levels. 
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Furthermore, it is noted that "[W]here the general conditions of a claim are 
disclosed in the prior art, it Is not inventive to discover the optimum or workable ranges 
by routine experimentation." In re Aller, 220 F.2d 454,456, 105 USPQ 233,235 (CCPA 
1955.) 

Response to Arguments 

Applicant's arguments have been fully considered, but not found persuasive. 
Baldwin et al. teaches a method of reducing uric acid in a patient by administering 
xanthine oxidase inhibitors, trifluoromethylimidazoles, and also teaches that the 
compounds therein are anti-hyperuricemic agents, and exhibit anti-hypertensive activity. 
Accordingly, it would have been obvious to a person of ordinary skill in the art to 
determine the optimal parameters such effective amounts of xanthine oxidase inhibitor 
needed to achieve desired results i.e uric acid level in the patient of 4 to 6 mg/dl, since 
the optimization of amounts of known agents to be administered, is considered well in 
the competence level of an ordinary skilled artisan in pharmaceutical science, involving 
merely routine skill in the art. One of ordinary skill in the art at the time of invention 
would have reasonably expected to treat hypertension by modifying the effective 
amounts of xanthine oxidase inhibitor to achieve desired therapeutic effect. Thus, the 
methods as taught by Baldwin et al. necessarily result in reducing uric acid levels as 
recited in the claims, when the amounts of xanthine oxidase inhibitor are modified to 
achieve desired therapeutic effects i.e treat hypertension effectively. Note that applicant 
acknowledges that uric acid was known as a possible risk factor for hypertension, and 
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Ward teaches that uric acid is a risk factor for hypertension associated morbidity and 
mortality. 

Further, it is pointed out that xanthine oxidase inhibitor, inhibits the conversion of 
xanthine to uric acid i.e xanthine oxidase inhibitor when employed for treating 
hypertension reduces uric acid levels in the patient. Thus, the methods as taught by 
Baldwin et al. necessarily result in reducing uric acid levels as recited in the claims, 
when the amount of xanthine oxidase inhibitors, trifluoromethylimidazoles are modified 
to achieve desired therapeutic effects. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claims 16-17 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nakamoto et al. (EP 0 337 350, PTO-1449), in view of Ward (Lancet 1988, 352, pages 
670-671, PTO-892). 

Nakamoto et al. discloses a method of lowering uric acid comprising 
administering a xanthine oxidase inhibitor, allopurinol. See page 2, lines 15-20. It is also 
disclosed that compounds that reduce uric acid are effective in curing hypertension. See 
page 6, lines 1-2. 
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Nakamoto et al. do not specifically teach the administration of a therapeutically 
effective amount of allopurinol to achieve a uric acid level in the patient of 4 to 6 mg/dl in 
treating hypertension. 

Ward teaches that uric acid is a risk factor for hypertension associated morbidity 
and mortality. See page 670, left hand column bottom paragraph-right hand column, line 
9. It is also taught that hypertensive people with serum uric acid levels of 5.0-6.9 mg/dL 
had a significantly higher risk for both heart attack, and stroke. 

It would have been obvious to a person of ordinary skill in the art at the time of 
invention to administer allopurinol to treat hypertension. 

One of ordinary skill in the art at the time of invention would have been motivated 
to administer allopurinol with reasonable expectation of success of treating hypertension 
by lowering uric acid because Nakamoto teaches that uric acid lowering agents are 
known to treat hypertension. 

It would have been obvious to a person of ordinary skill in the art to determine 
the optimal parameters such effective amounts needed to achieve desired results i.e 
uric acid level in the patient of 4 to 6 mg/dl because Ward teaches that uric acid is a risk 
factor for hypertension, and uric acid levels of 5.0-6.9 mg/dL had a significantly higher 
risk for both heart attack, and stroke. Thus, one of ordinary skill in the art at the time of 
invention would have been motivated to optimize the effective amounts of allopurinol 
with reasonable success of lowering uric acid to desired levels to treat hypertension. 

Response to Arguments 
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Applicant argues that "Nakannoto does not even teach the mechanism by which 
dimethylheptylphenyl butanoyi ethanolamine compound works. It does not appear to 
even be a xanthine oxidase inhibitor. For fairness sake, it cannot be reasonably said 
that this one confusing statement concerning an unknown compound can suggest the 
use of a xanthine oxidase inhibitor to treat hypertension." This argument has been 
considered, but not found persuasive because Nakamoto's reference was employed for 
its teaching that allopurinol is known to lower uric acid, and also teaches that 
compounds that lower uric acid are effective in treating hypertension. Nakamoto 
teaches that allopurinol is a well known uric acid lowering agent, and also teaches that 
compounds that lower uric acid are effective in treating hypertension. Accordingly, one 
of ordinary skill in the art would have been motivated to administer, uric acid lowering 
agent, allopurinol with reasonable expectation of treating hypertension. Further, 
opitimization of result effective parameters such as amounts of ingredients to obtain 
desired therapeutic effects is considered well in the competence level of an ordinary 
skilled artisan in pharmaceutical science, involving merely routine skill in the art. 

It has been held that it is within the skill in the art to select optimal parameters, 
such as amounts of ingredients, in order to achieve a beneficial effect. See In re 
Boesch, 205 USPQ 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 
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(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

Claim 18 is rejected under 35 U.S.C. 103(a) as being unpatentable over 
Nakamoto et al. (EP 0 337 350, PTO-1449). 

Nakamoto et al. discloses a method of lowering uric acid comprising 
administering a xanthine oxidase inhibitor, allopurinol. See page 2, lines 15-20. It is also 
disclosed that compounds that reduce uric acid are effective in curing hypertension. See 
page 6, lines 1-2. 

Nakamoto et al. do not explicitly teach the employment of allopurinol in the 
method of treating hypertension. 

It would have been obvious to a person of ordinary skill in the art at the time of 
invention to administer allopurinol in the method of treating hypertension because 
Nakamoto et al. teach that compounds that reduce uric acid are effective in curing 
hypertension. Accordingly, one of ordinary skill in the art at the time of invention would 
have been motivated to administer uric acid lowering agent, allopurinol with reasonable 
expectation of success of treating hypertension. 

Conclusion 

No claims are allowed. 
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Applicant's amendment necessitated the new ground(s) of rejection presented in 
this Office action. THIS ACTION IS MADE FINAL. See MPEP § 706.07(a). Applicant is 
reminded of the extension of time policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In' the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period, will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1.136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the. 
examiner should be directed to Shobha Kantamneni whose telephone number is 571- 
272-2930. The examiner can normally be reached on Tuesday-Thursday, 7.30 am-3.30 
pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Sreeni Padmanabhan, Ph.D can be reached on 571-272-0629. The fax 
phone number for the organization where this application or proceeding is assigned is 
571-273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gbv. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 



Shobha Kantamneni, Ph.D 
Patent Examiner 
Art Unit : 1617 




